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Background: What are PFAS? 
Per-- and polyfluoroalkyl substances (PFAS) are a group of man--made chemicals 
that includes PFOA, PFOS, GenX, and many other chemicals. 

·••· PFAS have been manufactured and used in a variety of industries around the 
globe, including in the United States since the 1940s. 

PFAS can be found in a wide variety of consumer products (e.g., cleaning 
pmducts, paints, certain fire-fighting foam) and industrial uses (e.g., chrome 
plating, electronics manufacturing). 

There is evidence that exposure to certain PFAS can lead to adverse human 
health effects. 
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Background: Rulemaking Authority 
The Fiscal Year 2020 National Defense Authorization Act (NOAA) amended the 
Toxic Substances Control Act (TSCA) section 8(a) by adding section 8(a)(7). 

TSCA section 8(a)(7) requires EPA to promulgate a rulemaking by January 1, 
2023, requiring manufacturers (including importers) of a PFAS in any year since 
January 1, 2011, to submit a r·eport to EPA containing information outlined in 
section 8(a){2) for each year since Januat·y 1, 2011. 
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Overview of Proposed 
Rule 
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Scope of PFAS 
The proposed scope of PFAS for this rule are substances that 
structurally contain the unit R-(CF2)-C(F)(R')R". Both the CF2 and CF 
moieties are saturated carbons and none of the R groups (R, R' or R") 
can be hydrogen. 

Any TSCA chemical substance* meeting this definition which has been manufactured in any 
year since January 1, 2011, is reportable. 

~under TSCA, a "~:hernk:a! substance 11 me;w::: any org,:1nic or incrgank s.ubs;,:mce of ,:1 particuL:1r molecular identitv., induding- {i) 
anv combination of such substances occurring in who!e or in part as a result of a chemical reaction or occurdng in nature; and Oi) 
,:my elernen! or uncornbined r;3dicaL (f3} Sw:h !Enn does no! indude- {i) ,:my rnixwre, (H} ;rnv pestidde (,:is defined in the Federal 
insectidde1 f"-ungidde, aod R.odenticide Act) 'Nhen manufactured; processed1 or distributed in commerce for use as a pesticide, (!ii) 
tobcirco or any tobcicro prnduci: 1 {iv} cmy source rnaterici!, special nudecir mciterial 1 or bvproduct matedcd {ci:; :;uch terms are 
defined in the t,tornic Energy Act of 1954), Iv) any article the sale of which is subject to the tax imposed by section 4181 of the 
interned Revenue Code of 1936 cmd cmy component of such cm arUde (limited to shot she!!:; 1 ccirtddges, and components of shot 
shells and cartridges.)., and {vi} any food., food addi!lve, drug_. co::rndk, or devke (as such terms are defined in section 201 of the 
Federal Food., Drng1 and Cosmetic Act) 'Nhen mcmufcirtured, processed., or distributed in commerce for u:;e ci:; a food 1 food 
add Hive., drug1 co::metk., or devk:e, The terrn '1footf' a:: used in dau::e {vi} of this subparagraph indudes poultry ,:ind poultry 
products {as defined io sections 4\e) aod 4(f) of the Poultrv Products Inspection ActL meat and meat food products (as defined io 
section 10} of the r-ederai :vle;3t Inspection ,t\ctL and eggs and egg prnduds (,:is denned in section 4 of !he f~gg Products inspection 
,t\ct}. 
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Scope of PFAS 
EPA has identified at least 1,364 PFAS meeting the structural 
definition, including: 

··· All PFAS listed as active on the February 2.021 TSCA Inventory 

•·• All PFAS with TSCA section S (new chemicals) low-volume exemptions 

To assist companies with identifying PFAS, the rule and docket 
supporting files will include lists of PFAS on the TSCA Inventory or 
submitted as Section 5 low-volume exemptions, and structural 
diagram examples to capture any PFAS that could not be 
specifically listed due to CBI claims. 
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Reporting Entities 
Any person who has manufactut·ed {including imported) a PFAS meeting the 
structural definition at any time since January l, 2011, is required to report 

No reporter exemptions in this proposed rule 
❖ Unlike the small manufacturer exemption from chemical reporting rules under TSG\ section 

8(a)(1), section S(al(7) specifically states that "each person who has manufactured a chemical 
substance that is a [PFASl" shall be subject to the rule, 
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Data Elements 
TSCA section 8(a)(2) authorizes EPA to collect information on each PFAS regarding: 

Chemical or mixture identity, trade name., and molecular structure 
Categories of use 

·· Quantitv manufactured or processed for each category of use 
··· Descriptions of bvproducts resulting from the manufacture, processing, use, or disposal 

Existing environmental and health effects information 
··· Number of workers exposed and duration of exposure 
··· Manner or method of disposal and anv change in manner or method 

-,some proposed data elements are similar to information required for the 2020 
Chemical Data Reporting (CDR) cycle (e.g., production volumes, worker exposure 
information) 

,. Key difference: this rule requires information for each year in which that PF'i\S was 
manufactured, without exemptions 

' To mitigate duplicative reporting/ EPA proposes to allow submitters to indicate in the 
reporting tool 1f thev have provic ed this information to EPA already, for that vear 
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Electronic Reporting 
EPA will create a new reporting tool for this r-ule 

··· Hosted on CDX with other chemical inforrnation systems reporting tools 

,, EPA is proposing to allow reporters to indicate to EPA if they have already provided a 
specific data element, for that same year, to EPA under another CDX reporting program 
to mitigate potential duplicative reporting 

''Environmental and health effects information would be subrnitted in the format of 
OECD harmonized templates when applicable (not all data endpoints have established 
templates) 

··· Underlying data or relevant study reports would be uploaded as attachments 

❖ CBI claims and substantiations would follow requirements and procedures under TSCA 
section 14 
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Recordkeeping Requirements 
Proposed 5-year t·ecordkeeping period following final date of submission period 

Rationale: 
'" Consistent with CDR rule and some other 8(a) chemical--specific reporting rules 

'" Retention requirement corresponds with statute of limitations for violations 

,., Supports EPA's future activities informed by this data call 
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Impacts of Proposed Rule 
234 t·espondents at·e expected to report under this one-time data call 
❖ Expected respondents identified in the Chemical Data Reporting database and extrapolated 

to include manufacturers not in CDR database 

Estimated total industry burden and cost: 
·•· $9,8 million 

··· 122,104 hours (no annualized capital or operation and maintenance costs) 

Economic costs include rule familiarization, form completion, CBI claim 
substantiation, electronic reporting, and recordkeeping activities. 

Benefits EPA by providing information on PFAS which the Agency does not 
currently have 
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How EPA May Use These Data 
Support implementation of TSCA 

·· Informs development of potential existing chemical risk management efforts 

.. , Support prioritization, scoping and risk evaluations 

.,. Apply to criteria for TSCA high/low prioritization 

·· Informs TSCA new chernical reviews (e.g., health/enviromnental effects info submitted rnay 
provide read-across data for new chemical analogs) 

, .. Informs the understanding of new analytical methods 

Share with other EPA offices: Section 9 of TSCA mandates that EPA share cet·tain 
information collected under TSCA with other EPA offices and other Federal 
agencies. 

·· Supports other EPA programs (e.g., contaminated site work, solid waste disposal, drinking 
water management) 
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Projected Schedule 
NPRM was signed on June 10., 2021 

60-day public comment period wm kick-off following publication in the Federal 
Register 

Statutory deadline for promulgation of the rule is January 1, 2023 

Proposed 6-month deferral of data submission period after effective date of 
final rule 

"· Allow EPA to finalize reporting software with required data elements 
❖ Allow companies to become familiar with rule and begin data gathering 

Proposed 6-rnonth submission pet·iod 
<> Reporting deadline will thus be one year from effective date of rule 
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Federal Register Notice: NPRM 
❖ will be published in the Federal Register shortly, beginning the 60-day public comment 

•
0 EPA specifically requests cornrnent on: 

·· Identifying chemicals subject to reporting (i.e., specific PFAS and whether to include imported 
articles) 

·· Considerations for the economic analysis 

., Submission period 

·· Potential duplicative reporting concerns 

., Scope of "existing environmental and health effects information" collected 

., Additional data elements or information collected 

·· EPA's use and publication of non-CBI data 

., Joint submissions allowed when necessary 

·· Small manufacturer considerations {i.e., regulatory and non-regulatory assistance and outreach) 
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u sti ns? 
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Appendix 
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Proposed Data Elements (1/5) 
{A) THE co:v:[\,10N OR TRADE NAfl..t]E/ THE CH[[\,1:C.Al. 
:DEMT!Tl", A:\ffJ THt MO:. ECUl.AR STRUCTlFU: OF f:ACH 
CH[[\,1:C.Al. :)UBSTAMC[ OR [\,tXTu:u: FCR v-r ::c:-: SUCH A 
REPORT l:i Rff;UIRED. 

-- Generic: name(s) if chemical name(s) is Clll 

-, Chemical ID(s) (CASHN, Accession Nurnbet; !VE case 
number) 

,- Representative molecular structure (as attachment) 

-- f'hysical state of chemical or mixtur·e 

{g} THE C.ATEGCRiES CR :JROf;O:)[D CATf:GCR![S CF USE OF 

tACH SUCH :iUBSTMJU OR MIXTURE 

·· lndustda! processing and use - type of precess er use 

,- Industrial processing and use - sedor(s) 

;• Industrial processing and use - functional use category 

-- Consumer· and rnmmerdal use - indicate whether 
rnnsurner and/or commetdal 

-- Consumer and commetdal use - product category 

·· Consumer ;:ind comrnerda! use - functional use category 

;. Consumer and cornrnerda! use - indicate if used !n 
products intended for children 

•:•Consurner and comrnerda! use•- maximum concentration 
in any product 
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Proposed Data Elements (2/5) 
{C; THE TOTAL A[\,1CUNT o;:: E,&,CH SUCH SUBSTA:\iC~ Af'i!D [\1]:XTURE Pv1ANUFACTURED en PROC~SS~D, REASOf'i!AW E [STl\':ATES 
OF THE TOTAL AViCUNT TC Be fl!MilFACTURrn OR "RCCtSSrn, Ti-le AMCJUl'lT MAc)lJCACTURrn CR ~,OCESSD FOR cACH oc 

:Ts C.t'ffEGOR:Es OF USE, A:\ff) R~A:)ONA3U: EST!MAT[S o:= TH[ A[\,1CUNTTC w:: MAMUFACTUR~D OR PRCCt:)Sf:D FOR [ACH CF 
:Ts C.t'ffEGOR:Es OF USE CR PROf;O:)[D CAT[GCR!ES CF USE, 

·· Production volurne •· dornesticaily manufactured [for 
each year 2011--2023] 

·· Product,on volunw -- imported [for each y<c,ar 2011.--
2023] 

•
0 Voiume directly exported [for each vear 2011--2023] 

··· Maximum first 12 months product,on volunw 

,. Maximum vearly production voiurne in anv 3 vears 

·· Indicate if imported but neve,· phvsically at site 

·· Industrial processing and use - % production volume 
[for each use] 

···Consu:-ner and commi:!t"C:a! US!:!-·% production vo!umi:! 
[for each use] 

-, Indicate if site-limited 

·· Maximum quantity stored on-site at anv time frorn 
2011--2023 

0·Total volume recycied (on-site) from 2011--2023 
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Proposed Data Elements (3/5) 
(D) A DESCRl"T,Oci cc T!-E 3Y~RCDUCTS Rt:iUiTI% FROM 

T!-E V,Al'llJFACTURE, PROUSSltiG, US[, OR DISPCSAl. CF 

~ACH SUCH SUBSTAMC[ OR [\,1:)(TlFU: 

·- Byprotjuct chernical narne(s) er description (if unknown) 

,. '3.vriroduct generic narne(s) if byproduct chemical narne(s) 
b 031 

-, B_ yproduct chemical ID{s) if applicable (CASRN, Accession 
Number, LVE case nurnber} 

-· lndkate whether the byproduct produced frorn 
manufacture, process, use, or disposal 

·- indicate if the byproduct was released to the environment 

·- :f bypro(Juc:ts are re!e;:1sed to the envkonrnent, indkate to 
which environmental media 

-:• Byproduct vdurne released to the environment [for each 
year 201.\-2023] 

iti Ai i_ cX::iTiNG lciFCRMATiCl'l COl'lCERfHJG TH[ 
f:-NV!HCNfv1[~N-fA\. AND H[~AlJH r::-r--r:crs ()f"- SUCH 
suss·r l\Nct DR r,/1 :xru Kt. 

·- OECD ternp!ate relevant to existing study (as attachment) 
Study report:: (as attachment} 

Other :;upponing fnforrr:ation (a:: c:1tachrnen1; 

·- Othe,· data relevant to environmental and health effects 
(e.g., range-finding studies, prelirnina,-y studies, OSHA 
rnedka! screening or surveillance standards reports, 
adverse effe<:ts reports) 
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Proposed Data Elements (4/5) 
{F) THt NU:\t:Bf:R OF i:\iD!V!DUAI.S ~}(POSED, AND R~ASONABI.[ ESTIM.t'ff[S OF TH[ MUPvmEq ViJHC ViJI .I. BE ~}(:JCJSED, TO SUCH 
SUBSTA}·KE en [\1]:XTURE l:\i THf:IR Pi.ACES OF ~MPl.OY:\tFNT A:\H) TH~ DURAT:O:\i OF SUCH EXPOSURE, 

,. Worker activity descriptions at manufacturing site 

·· Number of workers ,·easonably like to be exposed at 
the rnanufacturing s,te, for each worker act,vity 

.,. Maximum duration of exposure for any worker, for 
each worker activity (hours/day) 

·'·tvlaximurn duration of exposure for any worke,; fm 
each worker activity (days/year) 

·· Numb<c,r of wrn·kers reasonably likely to be exposed for 
each industrial process and use 

,. Maximum duration of exposure for any worker for 
each industrial process and use (hours/day) 

·· Maximum duration of expos,He for any worker fo,· 
each industrial process and use (days/year) 

·· Number of workers ,·easonably l,k<c,iy to be exposed for 
i:!ach commerciai use 

-,·Maximum duration of exposure for any worker- for 
each cornmerciai use (hours/day) 

·'·Maximum duration of exposure fo,· any worker- for 
each cornrnercia, use (days/year) 
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Proposed Data Elements (5/5) 
{G} IN THE iM!T:Al. R~PORT UMD~R PARAG:{.&J;1-: (1) OM SUCH sugsTAMC~ en Pv1:XTURE, THE :v:AMf'i![:{ CR :v:ETHOD o;:: !TS 
e.:::;ros.&,:., AND !N AMY :)UBSf:O_U[MT :'U:PCnT Of'i! SUCH SUBSTAf'i!CE (fl :\t:IXTURE, A:\;Y C.HAf'i!G[ !N SUCH [\,1Af'i!Nf:R OR 
\':ETHOD. 

·· Description of disposal process(es) 

•!• Desc:r-iption of anv changes to the disposal process or 
methods since 2011 

., fatal volume released (as land disposal) [for each year 
2011.-2023] 

-,Total volume released (to water) [for each year 2011-
2023] 

··Total volunw rel<c,ased (to air) [fo,· E,ach year 201.1-2023] 

,-Total volume incinerated on-site [for each yea, 2011-
2023] 

·· If incineration occurred, the ternperatur,,, at which the 
c:hernic:ai vvas inc:inerntr:!d 
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CBI Requirements 
·"CBI statutory requirements (from 2016 lautenberg Act): 

The submitter must now substantiate claims of confidentialitv al the time information is submitted to 
EPA, except for types of information listed as exempt in TSC:A (e.g., production volume) (TSCA sections 
14(c)(2) and (3)) 

The submitter must also provide a statement supporting the claim and must certify that the statement 
is trne and correct (TSU\ sections 14(c){l)(B) and (5)) 

Information on uses that customarily ',Nould be shared with the gener·al public or within an industry or 
industry sector cannot be claimed as confidential (TSC/\ section l4(b)(3)(B)) 
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